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DETAILED ACTION 

The Examiner is withdrawing Finality and re-opening prosecution for the 
following reasons. First, it was noted that the rejection of claims 25-38, 40-48, 50 and 51 
under 35 U.S.C. 103(a) as being unpatentable over Mahmoud et al. (US 5,104,676) in 
view of with respect to claims 44 and 48 Hsia (US 6,294,166) is an improper rejection. 
Although the reference of Fleischner et al. was cited on the PTO-892, it was not cited in 
the rejection. Secondly, a newly found art that reads directly on the claims must be 
applied. 

Claims 1-24, 39 and 49 have been cancelled. Claims 25-38, 40-48, 50 and 51 are 
pending and under examination. 

Withdrawn rejections: 

The previous rejections of record are withdrawn in favor of those to follow. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out 
and distinctly claiming the subject matter which the applicant regards as his 
invention. 

Claims 25-38 and 40-48 rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. Claim 25 recites between about 95% to about 
100 % by weight whey powder and between about 1% and about 5 % weight lactase. It is 
unclear iin the case when the composition is 100% by weight whey powder than lactase 
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can not be present but yet it is positively recited. Correction is required. The claims will 
be examined as they read on an amount less thanl00% whey powder. 



Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or 
described as set forth in section 102 of this title, if the differences between the subject 
matter sought to be patented and the prior art are such that the subject matter as a 
whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability 
shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 25, 26, 33, 38, 40-42, 44, 46, and 50 are rejected under 35 U.S.C. 103(a) 

as being unpatentable over Morrison (US 4522832). 



Applicant claims: 1) A method for reducing energy deficit in a mammal 
comprising the step of enterically administering to the mammal an energy promoting 
effective amount of a composition having less than 3% fat comprising an effective 
proportion of components; wherein the composition comprises a protein component 
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comprising whey powder and lactase in the following approximate effective proportions: 
between about 95% to about 100 % by weight of whey powder, and between about 1% to 
about 5 % by weight of lactase; and 2) A method for providing critical care to a mammal 
with an energy deficiency by reducing the energy deficiency in the mammal comprising 
the step of administering to the mammal a diet consisting of a critical care feeding 
program that consists of an energy promoting effective amount of a composition having 
less than 3% fat comprising an effective proportion of components. 

Determination of the scope and content of the prior art 

(MPEP 2141.01) 

Morrison teaches in Column 5, Example 1 reproduced below: 

EXAMPLE I 
An enriched bread was produced via a zero bulk 
fermentation procedure asinf the following formula- 
lions: ** i 
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The shortening is fat and is present at less that 3%. Salt is NaCl. Whey powder makes up 
100% of the protein component. Lactase is present between about 1 to about 5% and the 
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narrower range of about 2% to about 2.5% by weight and converts lactose to the 
monosaccharides glucose and galactose (see also column 4, lines 35-47). 

Please note that the "enriched white flour" in the Example 1 above was not 
expressly disclosed as to how it was enriched. 

Ascertainment of the difference between the prior art and the claims 
(MPEP 2141.02) 

1 . The difference between the instant application and Morrison is that Morrison 
do not expressly teach a method of reducing energy deficit in and provide critical care for 
a mammal. 

Finding of prima facie obviousness 

Rational and Motivation (MPEP 2142-2143) 

1 . It would have been obvious to one of ordinary skill in the art at the time the 
claimed invention was made to use the bread of Morrison to reduce the energy deficit in 
and provide critical care for a mammal and produce the instant invention. 

One of ordinary skill in the art would have been motivated to do this because the 
utility of the bread is to be ingested. Anyone ingesting the bread, which reads on enteral 
administration because it is going to the stomach, would receive all the benefits of the 
bread including reducing their energy deficit and providing critical care. That is the 
function of eating food. Food provides calories. 

With regards to the size of the whey powder being smaller than about 45 mesh, 
the mesh size of a specific ingredient in a composition is clearly a result effective 
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parameter that a person of ordinary skill in the art would routinely optimize. Optimization 
of parameters is a routine practice that would be obvious for a person of ordinary skill in 
the art to employ. It would have been customary for an artisan of ordinary skill to 
determine the optimal mesh size each ingredient needed to achieve the desired results. 
Thus, absent some demonstration of unexpected results from the claimed parameters, the 
optimization of ingredient mesh size would have been obvious at the time of applicant's 
invention. 

In light of the forgoing discussion, the Examiner concludes that the subject matter 
defined by the instant claims would have been obvious within the meaning of 35 USC 
103(a). 

From the teachings of the references, it is apparent that one of ordinary skill in the 
art would have had a reasonable expectation of success in producing the claimed 
invention. Therefore, the invention as a whole was prima facie obvious to one of ordinary 
skill in the art at the time the invention was made, as evidenced by the references, 
especially in the absence of evidence to the contrary. 



Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or 
described as set forth in section 102 of this title, if the differences between the subject 
matter sought to be patented and the prior art are such that the subject matter as a 
whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability 
shall not be negatived by the manner in which the invention was made. 
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The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S. C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 25-38, 40-48, 50 and 51 are rejected under 35 U.S.C. 103(a) as being 

unpatentable over Bell et al. (US 5902797) in view of Martinez et al. (J Dairy Sci. 1998, 

71, 893-900) and The Merck manual of medical information Home Edition Robert 

Berkow Ed. Published by Merck Research Laboratories Whitehouse Sation, NJ 1997, 

pages 535-536 and Mahmoud et al. (US 5,104,676) and Hsia (US 6,294,166) and Acosta 

etal. (US 5550146). 

Applicant claims: 1) A method for reducing energy deficit in a mammal 

comprising the step of enterically administering to the mammal an energy promoting 

effective amount of a composition having less than 3% fat comprising an effective 

proportion of components; wherein the composition comprises a protein component 

comprising whey powder and lactase in the following approximate effective proportions: 

between about 95% to about 100 % by weight of whey powder, and between about 1% to 

about 5 % by weight of lactase; 2) A method for providing critical care to a mammal with 

an energy deficiency by reducing the energy deficiency in the mammal comprising the 

step of administering to the mammal a diet consisting of a critical care feeding program 

that consists of an energy promoting effective amount of a composition having less than 

3% fat comprising an effective proportion of components, and 3) A method for 



Application/Control Number: 10/692,063 Page 8 

Art Unit: 1616 

maintaining health in a mammal comprising the step of administering to the mammal an 
effective amount of a composition having less than 3% fat comprising an effective 
proportion of components; wherein the composition comprises a feed component 
comprising a non-soluble fiber. 

Determination of the scope and content of the prior art 

(MPEP 2141.01) 

Bell et al. teach methods of providing nutritional supplementation to an 

individual in need thereof comprising administering to the individual a nutritional 
supplement comprising from about 5 to 25 grams of carbohydrate; from about 1 to about 
25 grams of protein and from about 1 to about 10 grams of fat. Therefore, a composition 
with 24 grams of carbohydrate; 25 grams of protein and 1 gram of fat is fairly taught 
which would have a total of 50 grams of which 1 gram is fat which is about 2% by 
weight fat (Abstract and claim 27 but see claims 27-33). The protein can be from whey 
powder which would then make up about 100% of the protein component (claim 29). 
Carbohydrates includes simple and complex carbohydrates (column 2, lines 52-67 and 
column 3, lines 1-40). The nutritional supplement can contain other vitamins, minerals, 
antioxidants, fiber and other dietary supplements (column 4, lines 34-36). Bell et al. 
clearly teach in column 4, lines 36-67 and column 5, lines 1-4 reproduced below 
(Examiner added emphasis): 
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The nutritional supplement can also contain other ingre- 
ss clients snch as one or a combination of vitamins, minerals, 
antioxidants, fiber and other dietary supplements. Selection 
of one or several of the^ ingredients is a is^tter oTiaZ tlZ 

amount il.csc :" T r " -, ; ; - Zu-,, ' ■' u - nr ' CJ \ a - ^^jl? c * 

4c ments or this invention arc readily known to the Zulcc 
artisan and guidance to such amounts can be provided yy ;hc 
Z^ZtuuZ Zc:;s :o: ^u.:d'rr. ZZiXZ " '■ >Z: itZ n;i 
"iu:: ,i - L .. joc. J s'ZLr iiiiibrr ic 1 - ire< to 

calcium phosphate or acetate, tribasic; potassium phosphate, 

45 dibasic; magnesium sulfate or oxide; sal? (sodium chloride); 
potassium chloride or acetate; ascorbic acid; ferric oriho- 
b >sphate; aiphs-t* copheryl acetate; niacinamide; zinc sul- 
fate or oxide; calcium pantothenate; copper gluconate; ribo- 
flavin; beta-carotene, pyridoxins hydrochloride; thiamin 

50 mononitrate; folic acid; biotin; chromium chloride or 
picolonate; potassium iodide; sodium seleoate; sodium 
molybdaie; phylioquinone; Vitamin D 3 ; cyanocobalamin; 
sodium selenite; copper sulfate; Vitamin A; Vitamin B § and 
hydrochloride thereof; Vitamin E; Vitamin E acetate; Vita- 

55 nun C; inositol; Vitamin B 22 ; potassium iodide. 

Flavors, coloring agents, spices, nuts and the like can be 
incorporated into the product Flavorings can be in the form 
of flavored extracts, volatile oils,, chocolate flavorings, pea- 
nut butter Savoring, cookie crumbs, vanilla or any commer- 

60 daily available flavoring. Examples of useful flavorings 
include but are not limited to pure anise extract, imitation 
banana extract, imitation cherry extract, chocolate extract,, 
pure lemon extract, pure orange extract, pure peppermint 
extract, imitation pineapple c\t aet, imitation mm extract, 

€5 imitation strawberry extract, or pure vanilla extract; or 
volatile oils, such as balm oil, bay oil, bergamot oil, cedar- 
wood oiL cherry oil, cinnamon oil, clove oil, or peppermint 



oil; pei nut bi u^r chocolate 8a : ring, vanilla cookie crumb, 
butterscotch or toffee. 1b a preferred embodiment, the nutri- 
tional supplement contains cocoa or chocolate, because of 
the appeal of such ingredients to children. 



Preservatives and artificial sweeteners are taught by Bell et al. (column 5, lines 
1 1-23). Beverages amongst other forms are taught (column 2, line 24 and column 5, lines 
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58-64). Bell et al. teach the supplement is for growth and individual who require 
increased calories and/or protein (column 6, lines 5-27). Consuming the composition of 
Bell et al. reads on enteric administration because it is going to the stomach. 

Martinez et al. teach that whey powder has a high amount of lactose (page 893, 
left column). 

The MERCK MANUAL of medical information teaches that certain individuals 
are lactose intolerant and can suffer from severe diarrhea which may prevent proper 
absorption of nutrients (pages 535-536 Sugar Intolerance). Lactase can be added to break 
down the lactose before the individual consumes the lactose containing product (page 
536, Treatment). 

Hsia teaches a method of improving the health of a mammal comprising orally 
administrating viable lactobacillus acidophilus bacteria (a probiotic), non-living yeast and 
protein from whey or soy isolates (Abstract and claim 1). The amount of bacteria ranges 
from about 0. 1 to about 10% of the total mass of the composition (Column 4, lines 53- 
56). The amount of yeast is from about 2.5% to about 20% of the total mass of the 
composition (Column 5, lines 1-2). The amount of protein is from about 25% to about 
98% of the total mass of the compositions (Column 5, lines 6-16). 

Rosenberg et al. teach supplements that can contain bioflavonoids and 
glucosamine (Abstract and claims 1-19). Mineral amino acid chelates are taught (column 
1, lines 59-67). 

Mahmound et al. teach using in supplements oat hull fiber which is insoluble fiber 
and reads on oats (claim 3). 
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Acosta et al. teach enteral nutritional composition comprising various amino acids 
such as L-arginine, L-glutamine and carnitine (clam 1). 

Ascertainment of the difference between the prior art and the claims 

(MPEP 2141.02) 

1 . The difference between the instant application and Bell et al. is that Bell et al. 
do not expressly teach a method of reducing energy deficit in a mammal using a 
composition comprising from about 1% to about 5% by weight lactase. This deficiency in 
Bell et al. is cured by the teachings of Martinez et al. and the Merck Manual. 

2. The difference between the instant application and Bell et al. is that Bell et al. 
do not expressly teach a method of reducing energy deficit in a mammal using a 
composition comprising mineral amino acid chelates, glucosamine, probiotics, amino 
acids, oats or insoluble fiber. This deficiency in Bell et al. is cured by the teachings of 
Mahmoud et al. (US 5,104,676) and Hsia (US 6,294,166) and Acosta et al. (US 5550146) 
and Rosenberg et al. (US 6579544). 

Finding of prima facie obviousness 

Rational and Motivation (MPEP 2142-2143) 

1 . It would have been obvious to one of ordinary skill in the art at the time the 
claimed invention was made to add lactase as suggested by the Merck Manual to the 
method of Bell et al. and produce the instant invention. 

One of ordinary skill in the art would have been motivated to do this because the 
Martinez et al. teach that whey powder has lactose and the Merck Manual teaches that 
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some people are lactose intolerant and in that case lactase should be added to convert the 
lactose. Mixing the lactase with the lactose intrinsically produces glucose and galactose. 
The predictable result is a compostion for use in a method of reducing energy deficit. 

With regards to the amount of lactase to add to the composition, the amount of a 
specific ingredient in a composition is clearly a result effective parameter that a person of 
ordinary skill in the art would routinely optimize. Optimization of parameters is a routine 
practice that would be obvious for a person of ordinary skill in the art to employ. It would 
have been customary for an artisan of ordinary skill to determine the optimal amount of 
each ingredient needed to achieve the desired results. Thus, absent some demonstration of 
unexpected results from the claimed parameters, the optimization of ingredient amounts 
would have been obvious at the time of applicant's invention. 

With regards to the size of the whey powder being smaller than about 45 mesh, 
the mesh size of a specific ingredient in a composition is clearly a result effective 
parameter that a person of ordinary skill in the art would routinely optimize. Optimization 
of parameters is a routine practice that would be obvious for a person of ordinary skill in 
the art to employ. It would have been customary for an artisan of ordinary skill to 
determine the optimal mesh size each ingredient needed to achieve the desired results. 
Thus, absent some demonstration of unexpected results from the claimed parameters, the 
optimization of ingredient mesh size would have been obvious at the time of applicant's 
invention. 

2. It would have been obvious to one of ordinary skill in the art at the time the 
claimed invention was made to add mineral amino acid chelates, glucosamine, probiotics, 
amino acids, oats or insoluble fiber or any other supplemental ingredients as suggested by 
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Mahmoud et al. (US 5,104,676) and Hsia (US 6,294,166) and Acosta et al. (US 5550146) 
and Rosenberg et al. (US 6579544) to the method of Bell et al. and produce the instant 
invention. 

One of ordinary skill in the art would have been motivated to do this because Bell 
et al. suggest adding other dietary supplements (column 4, line 36) which includes 
anything that is edible under the sun and the cited art teaches various dietary 
supplements. The expected result remains the same: the energy deficit of the individual 
that consumes the composition is reduced, critical care is provided and health is 
maintained. It is the Examiner's position that a vitamin in a beverage reads on a liquid 
vitamin because the beverage is liquid. Administering the composition to any mammal 
intrinsically reduces the energy deficit and provides critical care of the mammal and 
maintains its health. 

In light of the forgoing discussion, the Examiner concludes that the subject matter 
defined by the instant claims would have been obvious within the meaning of 35 USC 
103(a). 

From the teachings of the references, it is apparent that one of ordinary skill in the 
art would have had a reasonable expectation of success in producing the claimed 
invention. Therefore, the invention as a whole was prima facie obvious to one of ordinary 
skill in the art at the time the invention was made, as evidenced by the references, 
especially in the absence of evidence to the contrary. 
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No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ernst V. Arnold whose telephone number is 571-272- 
8509. The examiner can normally be reached on M-F (7:15 am-4:45 pm). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Johann Richter can be reached on 571-272-0646. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). 



/Ernst V Arnold/ 
Examiner, Art Unit 1616 



